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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from ttie mailing date of ttiis communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133), 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 09 March 2010 . 
2a )□ This action is FINAL. 2b)|^ Tiiis action is non-final. 

3) Q Since tiiis application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-31.34-39.41-60 and 63-86 is/are pending in the application. 

4a) Of the above claim(s) 3.4.67-80 and 82-85 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1.2.5-31.34-39.41-60.63-66 and 86 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

^0)\Z\ The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . Claims 3, 4, 68-80, 82-85 are withdrawn from fiirther consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on March 9/2010. 

2. Applicant's election without traverse of invention group II, and compound species of 
compound 414 in the reply filed on March 9, 2010 is acknowledged. 

3. The elected compound is found nonobvious over prior art, search have extended to non- 
elected species. The claims have been examined insofar as they read on elected invention, the 
elected and searched species. 

Modification of the restriction requirements mailed December 9, 2010 

4. The restriction requirements mailed December 9, 2010 is herein modified by adding 
groups Xll, claim 78, drawn to a method of making the compound defined by formula 1 from the 
compounds defined by formula III. 

5. Claim 78 was overlooked in the prior office action. 

Claim Rejections 35 U.S.C. 112 

6. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 

and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

7. Claim 34 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
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Claim 34 recite the prevention of infection of a mammal with virus of s pneumovirunae sub 
family comprising the administration of a compound defined by formula I. The application 
provides descriptions for using the compound against the RSV in vitro. See, pages 94-100 of the 
specification. However, such description can not be considered as a written description for 
preventing the virus and it is well-known in the art that compounds useful for treating viral 
infection generally are not reliable for preventing the viral infection. For example, There are 
many known anti-HFV drugs, but none of them are reliable for preventing HIV. See, E.g., 
Stephenson. 

8. Claims 1-2, 5-31, 35-37 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for treating the viral infection with compound defined by 
formula I, wherein A is prydiyl, Rl is a phenyl or substituted phenyl, and R2 is C0R3 wherein 
R3 is optionally substituted aryl, X is oxygen, does not reasonably provide enablement for other 
compounds encompassed by the general formula. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and/or 
use the invention commensurate in scope with these claims. 

9. The instant specification fails to provide information that would allow the skilled artisan 
to practice the instant invention without undue experimentation. Attention is directed to In re 
Wands, 8 USPQ 2d 1400 (CAFC 1988) at 1404 where the court set forth the eight factor to 
consider when assessing if a disclosure would have required undue experimentation. Citing Ex 
parte Forman, 230 USPQ 546 (BdApls 1986) at 547 the court recited eight factors: 

1) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided. 
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3) the presence of absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 

6) the relative skill of those in the art, 

7) the predictability of the art, and 

8) the breadth of the claims. 

The claim recites the employment of compounds defined by general formula I, wherein A is 
pjo-idyl for treatment of mammal infected with viruses of a Pneumovirinae sub family, 
particularly, SRV. The substituents Rl and R2 herein may be varied from simple alkyl groups, 
such as methyl, ethyl groups to aryl, heterocyclic groups. X may be oxygen, sulfur, or nitrogen. 
The general formula encompasses essentially unlimited number of compounds. It is speculated 
that the treatment is through the inhibition of the virus fusion processes (claim 30). The 
application discloses several hundreds of compounds, with few exception, all of them are those 
with Rl is a phenyl or substituted phenyl, R2 is C0R3 wherein R3 is optionally substituted aryl, 
and X is oxygen. See, particularly, table 3. Most of the compounds are tested against RSV and 
the results are reported in table 7. It is noted that none of those compounds that not meet the 
limitation defined above, particularly, compounds 493-502 (table 3), are tested or reported. 
Therefore, the application lack sufficient working examples, guidance, or direction for 
supporting the scope of compounds defined by general formula I. Applicants fail to provide 
information allowing skilled artisan to ascertain the utility of these compounds against the 
viruses without undue experimentation. The pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed of physiological activity. The instant claims read on the 
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employment of all the compounds defined by general formula I for treating the viral infections, 
necessitating an exhaustive search for the embodiments suitable to practice the claimed 
invention, absent undue experimentation. 

Claim Rejections 35 U.S.C. 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

1 1 . Claims 38-39, 43, 50-60, and 86 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Sulkowski et al. (US 3,31 1,629, IDS). 

12. Sulkowski et al. teach compounds with the following general formula 

-'a.v jJv a, 

^-\/V;/ \.... 



■ Ri 



13. ^' wherein R is selected from the group consisting of phenyl, thienyl, 
halophenyl, lower alkoxy phenyl; RI is selected from the group consisting of hydrogen, and 
lower alkyl; R2 are selected from the group consisting of hydrogen and lower alkyl, n is 0 or 1. 

See, the claims. 

Claim Rejections 35 U.S.C. 103 

14. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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15. Claims 33, 38-39, 41-60, 62-66, 81 and 86 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bamba et al. (WO 02066479, IDS). 

16. Bamba et al. teaches compounds as defined by the general formula: 



18. wherein, Z is a fused aryl ring, such as pyridyl ring, X is O, S, or NR, R-R7 together, 
among other thing, may an alkyl, substituted alkyl, aryl, substituted aryl, etc. Y may be NR9, 
wherein R9 may be alkyl, aryl etc., Rl, R2, R3 and R4 may be hydrogen, alkyl, aryl, etc. and the 
method of using the same for pharmaceutical composition. See, particularly, the abstract, and 
pages 5-11. Compounds with different substituents have been disclosed. See, particularly, pages 



19. Bamba et al. do not teach expressly example that is within the scope of the claimed 
limitation. 

However, it would have been prima facie obvious to a person of ordinary skill in the art, 
at the time the claimed the invention was made, to make a compound within the scope of the 
claims herein, e.g., a compound as defined therein wherein Z is a substituted or unsubstituted 
pyridyl, X is oxygen, R and R7 together is a aryl, or substituted aryl; Y and NR9, wherein R9 is 
alkyl, or aryl substituted alkyl. 





17. 



88-91. 



Application/Control Number: 10/585,230 Page? 
Art Unit: 1627 

A person of ordinary skill in the art would have been motivated to make a compound 
within the scope of the claims herein because Bamba provides specific guidance and direction 
for making such compounds, and such compounds are known to be useful as therapeutical 
agents. Finally, one of the ordinary skill would have found it obvious to employ a stereoisomer 
of the known therapeutical compounds herein in the claimed composition since it is considered 
within the skill of the art to resolve the optical isomers of a known chiral compound, and each 
isomer is expected to be active in the absence of evidence to the contrary. See In re Anthony 162 
USPQ 594; In re Adamson 125 USPQ 233. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Shengjun Wang whose telephone number is (571) 272-0632. The 
examiner can normally be reached on Monday to Friday from 7:00 am to 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, can be reached on (571) 272-0629. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Shengjun Wang/ 

Primary Examiner, Art Unit 1627 
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